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% Bosmat Friedman

Regulatory Consultant
ProMedoss, Inc.

3521 Hatwynn Rd.

Charlotte, North Carolina 28269

Re: K221365
Trade/Device Name: LapBox Tissue Containment Removal System
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope And Accessories
Regulatory Class: Class Il
Product Code: GCJ
Dated: July 29, 2022
Received: July 29, 2022

Dear Bosmat Friedman:

We have reviewed your Section 510(K) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Colin K. Chen -

Long Chen, Ph.D.
Assistant Director
DHTA4A: Division of General Surgery Devices
OHT4: Office of Surgical

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

for

Enclosure
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2023
Indications for Use See PRA Statement below.

510(k) Number (if known)

Device Name
LapBox Tissue Containment Removal System

Indications for Use (Describe)
The LapBox Tissue Containment Removal System is indicated to contain and isolate tissue during, or prior to, surgical

removal and/or extracorporeal manual morcellation.

Contraindications: The LapBox Tissue Containment Removal System is contraindicated for laparoscopic power
morcellation during gynecologic procedures.

The LapBox Containment Removal System is contraindicated for use with powered cutting devices (e.g., power
morcellators, electrosurgical and laser instruments), and when, in the judgment of the physician, use of such a device
would be contrary to the best interest of the patient.

Type of Use (Sefect one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) l:] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”
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FON 2JY5Xa FRA\VAN 6XW]JRWV/NW] DNVX_JU ED\INV R\ J \AWPUN ~A\N \JN[AUN MN_RLNS <] A\
LXV/Y[RNM X0 J MXAKUN ™ JW AWOUJJIKUN YXUBINJQIWN LQIVKN[ ~ QRLQ R\ VXAWINM XW Jw
RIAN[JRXW \QJO] JWM R\ YLX_RMNM ~R]Q 1™ X YX[] \RcN\t BWLN JON \QJ0] R\ RWAN[JNM ]X QN
JKMXVAWIU LI_R]b# JON LQIVKNL R\ MNYUXDNM JWM JQN X[PIW 1X KN VX[LNUJINM A\ YUJLNM
~ RQAW JQN LQIVKN[H FQN LQIVKNL R\ JONW RWOUIINM A\RWP JW NaN[WIU QIWMYAVY JWiM JON
\INN_N X0 JON LQIVKN[ R\ NaJN[RX[RCNM EQN \NUNLINM YX[] A\ JONW YUJLNM X_N[ JON \UNN_N
R TON RWLRNRXW \RIN JWM JQN X[PIW LIW KN \/IWAJUo \/X[LNWJINME BWLN \/X[LNUWIIRXW R\
LXV/YUN]NE JON YX[] R\ [NV/X_NM# JWM JON LQIVKN[ R\ MNOLJINM JWM [N\V/X_NM O[XV/ JQN

Y IJRNWS
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FON 2JY5Xa FR\VAN 6XW]JRWV/NI] DNVX_JU ED\INV R\ RWMRLJIINM JX LXW]JRW JWM RAXUIIN
TANVAN MATRWPE X[ Y [RX] T VA[PRLIU INV/X_JU JWMEX Na][ILXYXINIU VIWAIU VX [LNULIJRXWS
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=ZTUFN JT JOEJDBUFE UP DPOUBJO BOE JTPIBUF
WTTVF EVSIOH! PS QSJPS UP! TVSHIDBI SFNPWBII
BOESPS FYUSBDPSQPSFBI NBOVBII
NPSDFINBUIPO#

/POUSBJOEJDBUWPOT+ >1F 7BQ . PY >JTTVF
/POUBJONFOU <FNPWBII =ZTUFN JT
DPOUSBIOEJDBUFE GPS HBQBSPTDPQJD QPXFS
NPSDFIlBUIPO EVSIOH HZOFDPIPHID
QSPDFEVSFT#

>1F 7BQ - PY >JTTVF /POUBJONFOU <FNPWBI
=ZTUFN JT DPOUSBJOEIDBUFE GPS VTF X1

/POUBJONFOU =ZTUFN JT JOEJDBUFE UP
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QSJPS UP! TVSHIDBI SFNPWBII BOESPS
FYUSBDPSQPSFBII NBOVBII NPSDFIlIBUIPO#
/POUSBIOEIDBUIPOT+ >1F >JTTVF
/POUBJONFOU =ZTUFN JT
DPOUSBIOEJDBUFE GPS HBQBSPTDPQJD
QPXFS NPSDFIIIBIWPO EVSIOH
HZOFDPIPHID QSPDFEVSFT#

>1F >JTTVF /POUBJONFOU =ZTUFN JT
DPOUSBIOEIDBUFE GPS VTF XU QPXFSFE
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